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- The MAILING DATE of this communication appears on the c ver sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE IVIAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment See 37 CFR 1.704(b). 



3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 21 3. 
Disposition of Claims 

4) 13 Claim(s) 1-26 is/are pending in the application. 

4a) Of the above claim(s) 1-8 and 24-26 is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) IEI ClaimfsV 9-12,14.15.17-19,21 and 22 is/are rejected. 

7) ^ Claim(s) 13.16,20 and 23 is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)n The drawing(s) filed on is/are: a)n accepted or b)^ objected to by the Examiner. 



If approved, corrected drawings are required in reply to this Office action. 

12) 0 The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a)nAII b)n Some*c)n None of: 

1 .0 Certified copies of the priority documents have been received., 

2. D Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C, § 1 19(e) (to a provisional application). 

a) n The translation of the foreign language provisional application has been received. 

15) n Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 



Status 



1 )S Responsive to communication(s) filed on 19 March 2003 . 
2a)n This action is FINAL. 2b)^ This action is non-final. 



Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
11)0 The proposed drawing correction filed on is: a)\3 approved b)n disapproved by the Examiner. 



Attachnient(s) 



1) □ Notice of References Cited (PTO-892) 

2) n Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) K Information Disclosure Statement{s) (PTO-1449) Paper No(s) 6 . 



4) n Inten/iew Summary (PTO-413) Paper No(s). 



5) im Notice of Informal Patent Application (PTO-1 52) 

6) n other: 



U.S. Patent and Trademark Office 
PTO-326 (Rev. 04-01) 



Offic Action Summary 



Part of Paper No. 7 
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Art Unit: 1725 

DETAILED ACTION 
Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 

USPQ 459 (1 966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 9-12, 14, 17-19, and 21 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Salmon et al (USPN 5,458,585). 
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Salmon et al teaches a tracking tip for a work element in a catheter system. 
Figure 2 depicts a work element (guidewire) fitted with an improved tracking tip 
(atraumatic). The embodiment depicted comprises a tapered wire coil fixed to the distal 
tip of the work element. Wire coil is fitted with a solder ball at its distal end. The work 
element can be rotated by the draft shaft. Attached to a proximal end of the drive shaft 
is a rotation coupling for removable attachment to a drive motor. When the rotation 
coupling is attached to the drive motor, and the drive motor is actuated, the drive shaft 
and connected work element experience rotational movement. Wire coil is welded to 
the work element. The spring-like wire coil provides tracking tip with a degree of 
flexibility not present in an unmodified work element. The wire coil may be formed by 
wrapping an appropriately chosen wire around a tapered mandrel to achieve a wire coil 
whose diameter decreases in the distal direction. The tracking tip may be formed as 
depicted in Figures 3A and SB. First, a wire of appropriate dimension and material is 
selected. If desired, the wire may taper, or decrease in diameter, from a proximal end 
to a distal end. A solder ball may be fixed to the distal end of the wire coil as depicted in 
Figures 4A and 4B. After the wire ends are clipped and the wire coil ends are ground 
smooth, wire coil is placed on a holder with distal end facing up as depicted in Figure 
4A. Then a solid solder ball of appropriate diameter Is dipped into and coated with an 
appropriate flux material. Solid solder ball is placed onto distal end of coil. When the 
hot tip of a soldering iron is touched to the solder ball, surface tension causes the rough 
solder ball to flow to form a smooth, near-perfect sphere as depicted in Figure 4B. 
When the solder ball is heated, the solder ball merges and joins with the solder 
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prepositioned within the coils, (abstract; Figures 1-4B; column 4 I. 8 - column 5 1. 20; 
col. 5, 1. 54-56) 

Salmon et al does not teach the step of the solder flowing around the shaft. 
Salmon et al does teach the wire coil wrapped around the elongated shaft and partially 
melting the solder ball so that it flows within the coils (Figs. 3A-4B; col. 5, 1. 54-56). It 
would have been obvious to one having ordinary skill in the art that the melting of the 
solder would cause the solder to flow around the shaft since the solder flows within the 
coils that are wrapped around the shaft. 

Claims 15 and 22 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Salmon et al (USPN 5,458,585) in view of Frechette et al (USPN 5,830,155). 

Salmon et al teaches a tracking tip for a work element in a catheter system. 
Figure 2 depicts a work element (guidewire) fitted with an improved tracking tip 
(atraumatic). The embodiment depicted comprises a tapered wire coil fixed to the distal 
tip of the work element. Wire coil is fitted with a solder ball at its distal end. The work 
element can be rotated by the draft shaft. Attached to a proximal end of the drive shaft 
is a rotation coupling for removable attachment to a drive motor. When the rotation 
coupling is attached to the drive motor, and the drive motor is actuated, the drive shaft 
and connected work element experience rotational movement. Wire coil is welded to 
the work element. The spring-like wire coil provides tracking tip with a degree of 
flexibility not present in an unmodified work element. The wire coil may be formed by 
wrapping an appropriately chosen wire around a tapered mandrel to achieve a wire coil 
whose diameter decreases in the distal direction. The tracking tip may be formed as 
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depicted in Figures 3A and 3B. First, a wire of appropriate dimension and material is 
selected. If desired, tlie wire may taper, or decrease in diameter, from a proximal end 
to a distal end. A solder ball may be fixed to the distal end of the wire coil as depicted in 
Figures 4A and 4B. After the wire ends are clipped and the wire coil ends are ground 
smooth, wire coil is placed on a holder with distal end facing up as depicted in Figure 
4A. Then a solid solder ball of appropriate diameter is dipped into and coated with an 
appropriate flux material. Solid solder ball is placed onto distal end of coil. When the 
hot tip of a soldering iron is touched to the solder ball, surface tension causes the rough 
solder ball to flow to fonn a smooth, near-perfect sphere as depicted in Figure 4B. 
(abstract; Figures 1-4B; column 4 line 8 - column 5 line 20) 

Salmon et al does not teach wherein the work element (guidewire) further 
comprises a heat shrink tube coupled to the shaft. 

Frechette et al teaches a guidewire assembly. The guidewire assembly provides 
a flexible attachment and method for attaching a necked down proximal end portion of a 
radiopaque platinum tungsten coiled wire to a tapered portion of a stainless steel core 
wire using a heat shrinkable and meltable plastic sleeve, (abstract; Figure 3; column 2 
lines 1-6, 19-35, 45-51; column 3 lines 27-49) 

At the time of the invention, it would have been obvious to one having ordinary 
skill in the art to modify the teachings of Salmon et al with the teachings of Frechette et 
al in order to ensure that if the core wire breaks, the broken segment does not separate 
from the remaining core wire and yet retains flexibility in a tip section of a guidewire. 
(column 1 lines 14-23) 
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Allowable Subject Matter 

Claims 13, 16, 20, and 23 are objected to as being dependent upon a rejected 
base claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 

The following is a statement of reasons for the indication of allowable subject 
matter: The prior art of record does not teach a method of forming an atraumatic distal 
tip on a guidewire including wherein the holding fixture holds the shaft in the horizontal 
direction and wherein the heat shrink tube stops proximal flow of flux during the step of 
heating the solder ball. 

Response to Arguments 

Applicant's arguments filed March 19, 2003 have been fully considered but they 
are not persuasive. 

In response to applicant's argument that Salmon et al does not disclose or 
suggest heating the solder ball, causing it to melt and flow into the coil and around the 
shaft , the applicant submits the following. Salmon et al discloses a method of forming 
an atraumatic distal tip on a guidewire including heating the solder ball (col. 5, 1. 15-16, 
54-55), causing it to melt (col. 5, 1. 16-17, 55) and flow into the coil (col. 5, 1. 55-56). 
With respect to the limitation regarding the solder flowing "around the shaft", the 
examiner submits that Salmon et al teaches that the wire coil is wrapped around the 
elongated shaft and partially melts the solder ball so that it flows within the coils (Figs. 
3A-4B; col. 5, 1. 54-56). It would have been obvious to one having ordinary skill in the 
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art that the melting of the solder would cause the solder to flow around the shaft since 
the solder flows within the coils that are wrapped around the shaft. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Zidia Pittman whose telephone number is (703) 305- 
1248. The examiner can normally be reached on Monday - Thursday and alternate 
Fridays from 8:30 am to 6:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tom Dunn, can be reached at (703) 308-3318. The official fax phone 
number for the organization where this application or proceeding is assigned is (703) 
305-7718. The unofficial fax number for art unit 1725 is (703) 305-6078. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is (703) 308- 



Conclusion 



0661. 





M. AuuXANDRA ELVE 
PRIMARY EXAMINER 



